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DETAILED ACTION 

Claims 1-16 are pending in this application. 
Information Disclosure Statement 
The information disclosure statement filed 7/26/04 fails to comply with the provisions of 
37 CFR 1.97, 1.98 and MPEP § 609 because an English equivalent or an English abstract of the 
non-patent literature was not submitted. It has been placed in the application file, but the 
information referred to therein has not been considered as to the merits. Applicant is advised 
that the date of any re-submission of any item of information contained in this information 
disclosure statement or the submission of any missing element(s) will be the date of submission 
for purposes of determining compliance with the requirements based on the time of filing the 
statement, including all certification requirements for statements under 37 CFR 1.97(e). See 
MPEP § 609 U C(l). Note that the US patent and foreign patents have been considered. 

Claim Objections 

Claim 16 is objected to under 37 CFR 1 .75(c), as being of improper dependent form for 
failing to further limit the subject matter of a previous claim. Applicant is required to cancel the 
claim(s), or amend the claim(s) to place the claim(s) in proper dependent form, or rewrite the 
claim(s) in independent form. 

Claim 16 is directed an injectable foam both already prepared and as an extemporaneous 
preparation, in accordance with claim 1, characterized in that it is formed with inert foaming 
agents and any gas." However, "foam for injectables formed with inert foaming agents and any 
gas" is a limitation of the parent claim 1 and thus claim 16 does not further limit claim 1. 
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Claims 1-16 are objected to because of the following informalities: Applicant has 
capitalized certain terms in the claims and this is improper. Appropriate correction is required. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-16 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 1 is directed to "a pharmaceutical form of injectable foam, both already prepared 
and as an extemporaneous preparation, characterized to include any medicinal substance or drug 
other than sclerosing agents as well as foam for injectables formed with inert foaming agents and 
any gas." Firstly, the phrase "both already prepared and as an extemporaneous preparation" is 
vague and indefinite since it is unclear what the intended limitation of this phrase is. 
Furthermore, it is unclear what "both" refers to. Secondly, it is unclear what the intended 
limitation of the phrase "characterized to include any medicinal substance or drug other than 
sclerosing agents" is. There are two possible interpretations that "other than" implies: 1) the 
claim is attempting to exclude sclerosing agents or 2) the claims requires another medical 
substance in addition to the sclerosing agent. The examiner suggests restructuring the claim. It 
should be noted that any amendment made to clarify the claims must be supported by the instant 
specification. For prosecution purposes, the examiner will apply prior art based on both 
interpretations. 
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Regarding claim 6, the phrase "including" renders the claim indefinite because it is 
unclear whether the limitations following the phrase are part of the claimed invention. See 
MPEP§ 2173.05(d). 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1, 3, 16 are rejected under 35 U.S.C. 102(b) as being anticipated by EP 
0656203. 

EP discloses an injectable microfoam comprising a mixture of oxygen and carbon 
dioxide, a sclerosing agent, and a foaming agent. See example 1 . 

It should be noted that the instant claim is broadly directed to "any medical substance" 
and thus EP's oxygen reads on the "medical substance" since oxygen is utilized as a therapeutic 
agent. EP's carbon dioxide on the instant "gas". Further, the 1 12 indefinite rejection should be 
noted with regard to the sclerosing agent. 

Claims 1-5, 7, and 9-16 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Unger et al (5,733,572). 

Unger et al disclose gas filled microspheres that include drugs or cosmetics, for 
topical or subcutaneous delivery. See abstract. Subcutaneous administration of active ingredients 
means administration that is below the surface of the patient's tissue, especially skin, by 
injection. Unger discloses that while subcutaneous administration ordinarily and predominantly 
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is the administration by injection underneath the skin of a patient, in the terms of the invention, 
the term subcutaneous is not limited and includes administration by injection below any and all 
tissue surfaces of a patient, whether external or internal (underneath the surface of a patient's eye 
or heart outer membrane). See column 2, lines 6-21 . 

Unger discloses that the gas is any biocompatible gas that will not result in any degree of 
unacceptable toxicity, including allergenic responses and disease states, and preferably are the 
gas is inert. See column 9, lines 55-65. The composition includes agents that influence the 
smoothness, volume and uniformity of the preparation. These agents are sodium lauryl sulfate 
and foaming agents. See column28, lines 4-6 and claim 8. It should be noted that surfactants 
also read on "foaming agents". 

Unger discloses that the gas filled microspheres take the form of a foam that provide a 
creamy texture and skin penetration-enhancing qualities for topical or subcutaneous delivery of 
active agents. See column 5, lines 57-63 and column 6, lines 63-66. Unger discloses that the 
microspheres and foams of the invention with respect to delivery of active agent provide 
significant advantages. See column 3, lines 25-30 and column 50, lines 10-20. 

Therapeutic agents disclosed include instant antibiotics, cardiovascular drugs, 
vasodilators (nitroglycerin), antifungals, antibacterials, chemotherapeutic, corticosteroids 
(hydrocortisone), anesthetics, prostaglandin, antiviral agents, hormones, and anti-inflammatories. 
See claim 1 and column 21-27. Note that chemotherapeutic drugs also read on cytostatic drugs. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 
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Claims 1 and 16 are rejected under 35 U.S.C. 102(e) as being anticipated by Schutt 
et al (5,372,195). 

Schutt discloses mixed gas microbubbles comprising a first gas, a second gas, contrast 
agent, and any foaming agent (surfactant) that provides for the formation of the microbubbles, in 
an liquid medium. See abstract and column 12, lines 1-4. The composition is capable of being 
injected into the body. See examples. 

Claim Rejections - 35 USC § 103 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over Unger et al 
(5,733,572) in view of Rowe (6,468,964). 

Unger et al disclose gas filled microspheres that include drugs or cosmetics, for 
topical or subcutaneous delivery. Unger discloses various therapeutic agents that are suitable 
including antibiotics. See claim 1. 

However, Unger does not teach the instant sulphonamide class of antibiotics. 

Rowe teaches controlling acidic gut syndrome with antibiotics such as sulphonamide 
antibiotics. See claim 4. 
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It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to combine the teachings of Unger et al and Rowe and utilize the instant class of 
antibiotics. One would have been motivated to do so since Rowe teaches sulphonamide 
antibiotics are used to control acidic gut syndrome. The selection of a particular drug depends on 
the disease or symptoms to be treated and thus this drug selection process is considered prima 
facie obvious. Moreover, a skilled artisan would have expected similar results since Unger 
teaches a variety of drugs that are suitable for the invention including antibiotics. 

Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Unger et al 
(5,733,572) in view of Rowe (6,468,964). 

Unger et al disclose gas filled microspheres that include drugs or cosmetics, for 
topical or subcutaneous delivery. Unger discloses various therapeutic agents that are suitable 
including antibiotics. See claim 1. 

However, Unger does not teach the instant sulphonamide class of antibiotics. 

Fitzgerald teaches methods and compositions comprising bismuth and antimicrobial for 
treating gastrointestinal disorders. Fitzgerald teaches trimethoprim as a suitable antibiotic. See 4, 
line 63. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to combine the teachings of Unger et al and Fitzgerald and utilize the instant class of 
antibiotics. One would have been motivated to do so since Fitzgerald teaches trimethoprim 
antibiotics are used to treat gastrointestinal diseases. The selection of a particular drug depends 
on the disease or symptoms to be treated and thus this drug selection process is considered prima 
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facie obvious. Moreover, a skilled artisan would have expected similar results since Unger 
teaches a variety of drugs that are suitable for the invention including antibiotics. 

Conclusion 
All the claims are rejected at this time. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sharmila S. Gollamudi whose telephone number is 571-272- 
0614. The examiner can normally be reached on M-F (8:00-5:30), alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Kunz can be reached on 571-272-0887. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



SSG 




